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Food and Drug Admix&ration 
IhAers Management Branch (EFA-305). 
5630 Fishers Lane 
&oom tO61 
RockviUe, Maryland 20852 

k Dbcket No. OOD-0053 

DearSirorMadanx 

The Association of Medical Device Reprocessors (AMDR) respectfully submits the 
following comments in response-to the Food and Drug Admbistratian’s WA) ti guidance 
docnineIl* entided” 
and “Esdorcemcnt 

g andReuseofSiq$e-Use Devi~:ReviewPrioritizationS~eme,” 
Isxitics for siilgie-use Devices Reprocessed by Third Parties and Hospitals? 

65 Fed. Reg, 7,027 (Feb. Ii, 2000) @xe&er, “do& guidance documents”). Ah4DR is a 
Washington, D.C.-hased trade association repmentig the legal and regulatory interests of third- 
party reprocessors ofmcdicaf devices labeled for single use. It is e&mated that AMDR members 
perform approximately 80% of the bird-party ‘reprocessing done in the United States. 

AMDR is pieased to have the opportunity to provide comments on PDA’s: draft guidance 
documents. AMDR has always believed that strong FDA regulation of medical device reprocessing 
is critic.4 to ensurin g the safety of reprocessed devices, and we apprcc&e FDA’s timeiy and 
comprehensive response to this matter. 

In AMDR’s view, however, the premarket review scheme first introduced in FDA’s 
“Proposed Strategy on Reuse of Singk-Use lhkes,” 64 Fed Reg. 59;872 (Nov. 3, 1999), 
Qyreakr, “Proposed Strategy”), and f&her &scribed in the dr& guidauce documents, is 
unnecessary to protect public health, and could result in a dramatic increase in the country’s already 
spiraling he&h care costs. As described in Section I below, proper medical device reprucessing is 



a patient-safe practice embraced by America’s freest hospitals and physi&ns as a way to achieve 
S$p.%C~~ Cost savings without compromising patient care. If reprocessing is eliminated as an 
option for hospitals, certain medical devices and procedures will no longer be available for some 
patients, because they simply will be’too expensive. Thus, “over-regulation” of reprocessing would 
have a direct, negative impact on patients. 

From AMIX’s perspective, patient safety aiways must be the highest priority. As discimed 
in Section 1, the s&et-y record of third-party reprocessing under the current regulatory regime has 
been excellent, and there is no evidence to suggest that a premarket review scheme is necessary to I 
protect public health. However, despite tis Lack of evidence, it is clear that FDA is, nonetheless 

.’ 

moving forward to impose a premarket review scheme. As such, AMDR seeks to work with thl 
agency to assure that its premarket review scheme iS implemented in a reasonable manner, taking E 
into accoUnt the strong evidence. of the safety of medid device reprocessing, as well as the 

1 potentially serious consequences of unnecessarily restricting reprocessing. In Section II below, we 
provide detailed comments on both d&I guidance documents. 

I. Given the Strong Evidence of the Safety of Medical Device Reprocessing, FDA?s ’ k 
Bremarket Review Scheme is Unnecessary to Protect Pub& Health. 

In AMDR’s view, there is one, critical e!ement missing 5om the agency’s premarket review 
scheme: Nowhere does FDA provide a compelling public health rationale for changing the current 
regulatory f?amework. Indeed, when the agency first introduced its premarket review scheme, it 
stated that it is “committed to reevaluating its position on the reuse of SUDS (single use devices),” 
and that its “primary goai is to protect &public health by assuring that the practice of reprocessing F 
and reusing SUDS is based on good sdence.” Proposed Strategy at 7. However, neither the 
Proposed Strategy nor the draf? guidance documents present any evidence that reprocessing has 
posed or is posing a threat to public health. . 

From AMDR’s perspective, it is not surprising that the agency has failed to demonstrate a 
public health necessity for disrupting the current regulatory regime and replacing it with a premarket 
review scheme. As discussed below, not only is there no evidence to indicate that reprocessing 
threatens public health, to the contrary, there is substantial, aftirmative evidence showing that proper 
reprocessing is safe. Given the demonstrated safety of reprocessing, the costly and burdensome 
preqarket review hework proposed by FDA is unwarranted. Rather, the current regime - which 
emphasizes compliance with Quality System Regulation (QSR) requirements -- is wel-suited to 
protecting pubIic health. 
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A. Done properly* medical device-reproeesshg is safe. 

1. Hospital and physician perspective 

As FDA acknowledges in its Proposed Strategy, United States hospitals have been 
reprocessing medical devices labeled for single-use for over two decades. See Proposed Strategy 
at 2. According to most estimates, at least 50% of U.S. hospitals reprocess some devices labeled for 
single use --either at in-hospital reprocessing c&ners or through the use of&&$p~fiproc&zo~.’ 
Reprocessing is standard practice at a broad spectrum of health care institutions, in&d& many of 
the nation’s top research hospitals. 

The inception of medical device reprocessing can be, traced to arbitrary label changes on a 
number of medical devices: Approximately two decades ago, manufacturers began to change the 
label on certain devices from reusable to single use, without making any structural changes in the 
devices. Thus, it quickly became evident to hospitals that “single use” does not necessariiy mean 
‘csingle use,” and that certain devices designated by original equipment mannfacturers @EMS) as 
“single use only” can, in fact, be safely reprocessed ExampIes of the arbitrariness of the single use 
label are abundant: 

a In a 1980 letter to a hospital-customer, USC1 Cardiology & Radiology 
Products (033) explained thaw. although it was changing the label on its 
mtracardiac electrodes Tom reusable to single use, “our manufacturing 
processes. . . have not changed. These electrodes are made with the same 
materials and in the same manner they have been in the past.” 
(Attachment A). 

e In a 1987 letter, Boston Scientifio~ Corporation’s Microvasive division 
informed a hospital that its “BICAP Hemostatic Probes are &commended for 
singie use only. However this recommendation does not prohibit reuse under 
certain specific conditions . , . .” (Attachment B) 

0 The December 11, 1998, episode of NBC’s news magazine “Dateline” 
exposed Johnson & Johnson’s practice of labeling as “‘single use” contact 
lenses that were virtually identical to the lenses that the company had been 
marketing as reusable. When asked why it had designated the lenses as singie 

1 @e, u, “Survey: 0Rs are split on reuse of single-use items,” OR Manager, 
Vol. 15, No. 9 (Sept. 1999). 
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use, Johnson & Johnson &ted: “If we had changed the Iabel and marketed 
for’generai use, then we couldn’t advertise and create this single-use, daily 
disposable category. We made that decision because we felt it was a good 
business decision to do it that wav.“2 

Given that the singie use &&I is, inmany cases, ,a “business decision” rather than a patient 
safety decision, it, is not surprising that the medical comiaunity regards the reprocessing of %ngIe 
use” devices as a patient-safe practice that allows precious health care ‘resources to be directed 
toward what matters most: providing patients-with the best possible care. Indeed, Dr. William Jarvis 
ofthe Centers for Disease Control and Prevention (CDC) recently observed that, with regard to the 
reuse of detices labeled for single use, he “would just be absolutely amtied if this is a major public 
health problem and the (leading hospitals) have failed to realize it.“3 As detailed below, hospital and 
physician groups have articulated overwhe@ing support for the safety of reprocessing: 

e The American College of Cardiology has stat& “When it comes to treating 
Patients, our number one concern is patient safety. The reprocessed.medical 
devices used in diagnosing, and treating cardiac patients are in fact safe and 
effective.” (Attachment 42) 

l The North American Society of Pacing and Electrophysiology has stated: 
“After studying thonsands of patients who have undergone cardioiogy 
procedures withre-steriiized catheters, findings indicate there is no increased 
risk df infection for patients. Re-sterilization of cardiac catheters for ii: 
eiectrophysioIogy studies has been an ongoing practice for over twenty years ., 
with no known patient adverse outcomes.” (Attachment-D) ii 6 

0 The American Hospital &so&&on ,has stated: “The cIinicai use of 
reprocessed medical devices is safe, effective, and efficient. Hospitals have 
reprocessed devices labeled ‘single use’ or ‘disposabie’ for years with 
excelfent success.” (Attachment Ej 

See also Letter from Dr. Stephen Hammill, Director, EIectrocardiography and Electrophysiology 
Laboratories, Mayo Clinic, to Senator Paul’ Wellstone (June 23,1998) (Attachment F). 

2 Transcript of December 11, 1998, Dateline episode at 5 (emphasis added). 

3 Neergaard, Lam-an, “Debate on Reuse of Medical Devices,” Associated Press 
(Aug. 13, 1999). 
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Thus, the message emanatbg from the doctors and hospitals who use reprocessed devices 
every day -- and who have done so for over two decades - is ci&r and consistent: Pioperly 
reprocessed devices amsafe and effective; there simply is no fact& basis to support t& nocon &at 
medical device reprocessing poses a threat to public he&h. 

2. Scientifc support 

A significant body of independent, peerireviewed scientific literature confirms the medical 
community’s confidence in the safety of reprocessing detikes labeled as single use. Indeed, studies 
d&monstrating the safety and efficacy of reprocessing have been pqblished in a number of highIy 
esteemed. medical journals, including Gastrointestinai Endoscopy, The American Journal of 
Gastroenterology, Journal’ of the American College of Cardiolom, Journal of Thoracic 
Curdiovascutar Surgery, Pacing and Clinic@ Electrophysiology (PACE). American Journal of 
Cardiology, Medical Journal ofAu.strab, Canadian Journal of Surgery, and Canadian Journai of 
Cardiology.4 

For example, the work of Dr. Richard qozarek, Chief of GastroenteroIogy at the Virginia 
Mason Medical Center in Seattle, Washington, and former President of the Am&can Society for 
Gastrointestinal Endoscopy, has been published in Gastrointestinal Endoscopy and the American 
Journal of Gastroenterology. Dr. Kozarek has conducted a number of independent studies 
demonstrating the reusability of certain endoscopic accessories. In the area of sphincterotomes 
labeled as shigle use, for instance, Dr. Kozarek found that “[d]oubie c,harmel, sphincterotomes 
marketed as one-time-use items can be reused safely when properly cit?aned”5 Likewise, with 
respect to argon beam plasma coagUlat$n (APC) probes labeled for single use, Dr. Kozarek 
concluded: 

The combination of manti cleaning andET0 steriZiz&ion consistently cleaned APC 
probes. Ninety petient of the probes showed no sign of physical deterioration and 
100% maintained their electrical activity after IO uses. APC probes can potentiaHy 

4 We have enclosed a‘ bibliography and summary of these studies as Attachment G. 5 R.A. Kozarek, M.D., S-L. Ra.itz,R.N;, M.S.N., T.J. Ball, M.D.,J.J. Brandabur, 
M.D., “Reuse of disposable sphincterotomes for diagnostic and therapeutic ERCP; a one-year 
prospective study.” Gastrointestinal Endoscoqy, Voi. 49 (1999) at 39. 
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be safely and effectively reused up to 10 times, and a significant procedural savings 
is possible with reuse.‘* E 

As another example, Dr. Edward V. Piatia, a national& ticognized eiectrophysiologist at the 
Washington Hospital Center.b Washington, D.C., conducted an extensive multi-center &dy of the 
reuse of electrophysiology (EP) catheters, involving 14,640 EP cases and 48,075 catheter uses. 
Platia concluded that 

Dr. k 

the sterilization and reuse of non-lumen, woven Dacron pacing catheters is safe, and, 
does not app&r to result in any increase in the risk of infection. The catheters are 
sufkiently durable to allow them to be reused well in excess of five times. One-time 
use of such catheters appears to be an unnecessary and expensive policy.’ 

What is, perhaps, most striking about the rigorous body ofscientific evidence supporting the 
ssifety and e&acy of reprocessed devices is its dramatically superior quality, as compared to the 
“‘studies” offered by the OEMs that oppose reprocessing. Indeed, most of the ‘scientific evidence” 
submitted by the opponents of reprocessing should be disregarded, as (i) much of it is based on 
“‘studies” conducted oi: sponsored by the OEMs themselves, rather than independent entities, and, 
as such, is tainted by the OEMs’ ciear economic incentive to portray reprocessing in anegative light; 
and (ii) r&h of it is plagued by fundamental scientific deficiencies, such as lack of an adequate 
sampie size, and, as a result, can@ sme as a basis for any con&sions about the safety of 
reprocessed devices. 

I 
3. The safety Tee&d of reprocessing 

Based on FDA’s own database of device-related patient adverse events, the safety record of 
reprocessing is excellent. Pursuant to the agency’s Medical Device Reporting (MDR) regulation, 
hospitals must noti@ FDA when they learn that a device may have caused & contributed to a patient 
deathlor serious injury. 21 C.F.R. 5 803.30, Every year, FDA receives over 100,000 &fDR reports. 
SignZcantly, there have been only a handful of MDR reports associated with reprocessed devices. 
Indeed, FDA itself recently remarked that the number of MDRrepor& involving reprocesseddevices 

B 

6 SK Roach, R-A. Kozarek, M.D., S.L. R&Z, R.N., M.S.N., and SE. Sumida, 
Ph.D., “In vitro Evaluation of Integrity and Sterilization of Single-Use Argon Beam Plasma 
Coagulation Probes,” The American Journal of Gastroenteroio~, Vol. 94 (1999) at 139. 7 S. O’Donoghue, E.V. PIada, M.D., y Reuse 
Sa5ety and Efficacy,” PACE, Vol. fl (Sept. 1988) at 1280. 

of Pacing Catheters: A ‘Survey of 

[: 
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is “tiny” compared with other problems.* Furthermore, the incidents reported, in the few MDRs 
involving reprocessed devices, are identical to probiems that have occurred in hew devices. Thus, 
it is not at aU clear that these incidents were caused by reprocessing,’ 

c 

Despite the excellent safety record of reprocessing, 0EM.s continue to pressure FDA, 
Congress, and state -legislatures to, address’ the “safety problem” posed by reprocessing. From ,. I 

.JIMDR’s perspective, the, OEMs’ efforts are particularly troubling, given that the safety record of 
reprocessed devices is as good or better than the safety recdrd of new single-use devices. Indeed, 
new singie use devices account for severai thousand more ‘reports of patient injury and device, 

I 

malfuacton thin reprocessed devices.” 

For example, a 1994 outbreak of post-surgical infections has been attributed to bacteria- 
contaminated sutures manufactured by ‘a division of 3ohnson & Johnson, ‘a member of the 
Association of Disposable Device Ma&factumrs (ADDM) and one of the primary opponents of 
reprocessing. The contamination allegedly resulted Tom a malfunction in the company’s 

E 

sterilization system.’ ’ As another example, FDA recentiy found that an improperly functioning 
coronary stent system manufactured by Boston Scientific Corporation (BSC) - another ADDM 1 

8 See Device’& Diagnostics Letter, Vol. 26, No. 48 (Dec. 17, 1999) at 1. 9 As one example, an MDR report was submitted to FDA concerning a reprocessed 
electrophysiology (EP) catheter whose tip became detached. & &IDR Report Number 10623 lo- 
1999-00001 (Attachment 8). However, the identical incident has been reported for new EP 
catheters. & MDR Report Numbers 4501350000-199%X%8 and 6000087-1998-00002 
(Attachment 3). 10 We are enclosing as Attaclruqnt J a table’comparing the number of MDR reports 
for new single use devices with the number of MDR reports for reprocessed, devices. 

I 

II &g, u,. Lance Williams, “Common thread in ihnesses: sutures lawsuits btame 
postsurgical hifections on a single’ sou.rce,“i San Francisco Exan&er (Feb. 21, 1999); Lance 
Williams, “Patients wounded by infections across the country, lives have been tom by post-op 
complications;” San Francisco Examiner (Feb. 21, 1999); iance Williams, ‘How suture maker 
kept lid on infection suits despite recall, Ethicon said product was harmless, * San Francisco 
Examiner: (Feb. 22, 1999); Lance Williams, “Patients who suffered, n San Francisco Examiner 
(Feb. 22, 1999). 
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member -- caused 26 patient injuries; and may have been a factor in the death of one individtiai.‘2 
Thus, the truth is that the very companies who are clamoring for a “crackdown” on the alIeged 
“public he&h threat” associated with reprocessing are responsible for manufacturing devices which, 
on their first use, have very likely caused serious patient injury: 

4. FDA’s Statements 

FDA’s observation regarding the scarcity of MDR reports itivolving reprocessed devices is 
not the only time the agency has commented on the striking lack of evidence indicadng a safety 
problem with reprocessing. In May 1999, for example, the Medical Device Manufacturers 
Association (MDMA) submitted a Citizen Petition to FDA requesting that reprocessing be banned. 
Five months later, FDA denied MDMA’s request, explaining that the agency 

‘: %i 

I 
I 

has received adverse event reports where a reprocessed single use device was 
/ I / 

involved, however, in each of those cases, it was not clear that reprocessing caused I 
the problem reported. In fact FDA has been Gable to find clear evidence of adverse 
patient outcomes associated with the reu.se,of a sinaIe use device Tom anv sour~e.t3 ! , 

Similarly, in July 1998,. FDA denied a Citizen Petition submitted by. the ‘Health Industry 
Manufacturers Association (HIMA), in which HIMA had requested that the agency impose 
premarket clearance requirements on third-party reprocessors. In its denial letter, the agency stated, 
among other things, that “FDA’notes the general absence of adverse patient outcomes attributed to 
the reuse of single-use devices.“14 

12 a, a, RonaldRosenberg, “Boston Scientific, FDA spar over stent, n The Boston 
Globe (October 10, 1998). 13 Letter from Dr. David .Feigal, Director, Center for Devices and Radiological 
Health, FDA, to Larry R. Pilot, Esq., Counsel to MDMA (October 6, 1999) (emphasis added) 
(Attachment IQ. 14 Letter from Bruce Burlington, M.D. ,,Director, Center for Devices and Radiological 
Health, FDA, to Nancy Singer, Esq., Special Counsel, HIMA at 2 (July 13, 1998) 
(Atfxhment L). 

I 
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B. The-current regub@ky regime is well-suited to protecting public health and 
should be mzkintained. 

Notwithstanding the medical community’s endorsement of the safety of reprocessing, the 
significant scientific support forreprocess&g, the paucity of MDR reports involving reprocessed 
devices,- and FDA’s own observations regarding the lack of evidence indicating a safety problem 
with reprocessing, the agency has, nonetheless, decided to impose a costiy and burdensome 
premarket review scheme on reprocessing. In Ah4DR’s view, this premarket review sCheme is 
unwarranted Rather, the current reguiatory framework governing third-party reprocessing, is well- 
suited to ensuring the safety and &5xcy of reprocessed devices. 

Under the present regime, third-party reprocessors are required to cosnply with a number of 
FDA regulatory requirements, the‘most sign&ant of which is the Quality System Regulation or 
QSR” The QSR is an extensive set of qtiity assurance pro&ions governing every aspect of a 
reprocessor’s operations, including production and process controls, process validation, control pf 
non-conforming product, and finished device acceptance. Pursuant to these QSR requirements, for 
example, third-party reprocessors mu& control and monitor production processes to ensure that a 
device conforms to its specifWions; validate withahigh degree of assur&ce that theirreprocessing 
processes ensure that specified requirements are met; and establish and maintain procedures for 
reprocessed device acceptance to ensure that each production run, lot, or batch meets acceptance 
criteria. See 21 C.F.R. Part 320. Ln other words, reprocessors must document that they have 
developed comprehensive systems to assure that a reprocessed device is clean, sterile, and able to 
perform its o$$nalIy intended chn.icaI function. Third-party reprocessors must make ail required 
QSR inform~~on and data available, for FDA in~pecii~n’~, and firms that fail. to comply with these 
requirements are subject to agency exforcenient action. 

IS In addition to complying with apphcable FDA requirements, AiiR members 
regulate themselves through adherence to several fundamental safety principles: (i) AMDR 
companies perform fimctionaiity testing on every single device they reprocess, whereas OEMs test 

only a small sampling of their devices; (ii) A.MDR members are highly selective as to the devices 
they reprocess, and; in fact, reprocess only a small percentage of the thousands of devices used 
by hospitals; (iii) AMDR companies utilize sophisticatedsystems for tracking reprocessed .devices 
and for enabiing hospitals to trace reprocessed devices to the specific patients on whom they were 
used; and (iv) AMDR members must undergo an annual, independent, third-party audit to ensure 
compliance with QSR requirements. 16 All AMDR companies have been inspected by FDA in the last 12 months. 
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Given the nature of medical device reprocessing, &FDA regulatory regime focusing on QSR 
compliance -- and, in particular, on process validation and finished device ,acceptance requirements 
-- makes sense. Indeed, reprocessors provide a device cleaning, sterihzatien, and testing service for 
hospitals. Reprocessors do not market products; rather, they perform a process on products which, 
in most cases, have aireadv been cieared through the agency’s premarket review process. Therefore, / 
from a safety perspective, what is most critical is that reprocessors validate their processes, i.e., 
demonstrate that their cleaning, sterilization, and testing processes will, on a consistent basis, yield, 
devices that are as $afe and effective as new devices. 

Furthermore, it is important to emphasize, that FDA’s current QSR-centered regulatory 
finmework for reprocessors is entirely consistent with longstanding agency policy in other areas of 
medical device regulation. indeed, FDA his$orically has viewed demonstrated compliance with QSR 
requirements as an acceptable substitute for premarket notification submission in certain instances. / 

I 1 For example, in its manual addressing compliance with QSR requirements, FDA informs 
manufacturers that, when manufacturers with highly qualified personnel or substantial experience I 

feel confident that a particular change in a device, component, or mantiactur&g prodess will not 
signi&antly affect the safety or effectiveness of the device, there may be no need .to submit a 
premtiet notification’ submission. MedicaI Device Quality System. Manual: A Small En&y 
Compliance Guide (December 1996) at 96. 

Thus, rather than impose a new, burdensome prenmket review framework on medical device 
reprocessing, AMDR believes that FDA should maintain the emrent regulatory regime. As FDA 
states in its draft guidance document entitled L‘EnfOrcement Priorities for ,Single-Use Devices 
Reprocessed by Third Parties and Hospitals” (hereafter, “Enforcement Priorities draft guidance 
document”), under the current regime, third-party reprocessom misst comply withregistration, listing, 
QSR, labding, MDR, and medicd’dqvice corrections and removals requirements. Enforcement 
Priorities draft guidance document at 17, Significantly,. however, while FDA has historically 
enforced -- and continues to enforce -- these requirements with respect to third-nartv reurodessors, 
there is an important component of the current regulatory regime, which, to date, the agency has 
failed to enforce with respect to OEMs. Specifically, FDA’S own regulations state that 

if a manufacturer knows, or has knowledge of facts that would give him notice that 
a device introduced into interstate commerce by him is to be used for conditions, 
purposes, or uses other than the ones for which he offers it, he is required to provide 
adequate labeling for such a device which accords with other such uses to which’ the 
article is to be put. 
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21 C.F.R. 8 801.4. As discussed above, according to most estimates, at least 50% ofhospitals reuse 
certain devices labeled as single use, Thus, the manufacturers of these devices clearly “kmw~ or 
have knowledge of facts that would give [them] notice” that -: despite the singIe use label - 
hospitals are using these devices more than once. As such, we respectfully request that FDA enforce 
$ 80 1.4, and require manufacturers to provide adequate labeling on their “single use” devices. *’ 

I 

I 
I 

II. G&n that FDA Appears to be Mov&g Forward to Implement a Premarket Review 
Scheme, AMDR Urges the &%cyto Proceed in a Reasonable Manner, and is Troubled 
by Many Aspects of the Draft Guidance Documen.ts. 

I_. As explained above; AMDR does not believe that FDA’S proposed premarket review scheme 
for reprocessing is necessary to protect public health. To the contrary, as outlined in Section I, the 
evidence clearly shows that the cvnt regime is we&suited to ensuring the safety and~effkacy of 
reprocessed devices. 
reiriew scheme. 

Nonetheless, FDA, appears to be moving-forward to implement a premarket 
As such, ,AMDR is eager to provide input on the agency’s proposed scheme, to. 

ensure that it is carried out in a reasonable manner. Moreover, A&fDR notes that, @rsuant to its 
mandate under the Food and Drug Modernization Act of 1997 (FDAMA), FDA is obligated to 
implemem its premarket review,scheme in a manner @at minimizes the time and expense burden 
that premarket review requirements pot&tiaiIy could create for reprocessors Congress through 
.FDAMA specifically directs the agency to “consider, in consukatioti with the applicant, the le&t 
burdensome appropriate means of evaluating ,device, effectiveness that ‘would have a reasonable 
likelihood of resulting in approval.“” 21 US.C. $ 36Oc(a)(3)(D)(ii). 

17 It is important to emphaqize that. AMDR does a support FDA’s proposal that 
OEMs include on th&r labeling “any informarion of which they are aware regarding the potential 
ii&s associated with reusing their SUDS.” Proposed Strategy at 13. In AMDR’s view, requesting 
OEMs to put reprocessing-related “risk” information on their labels sim$y would serve as au 
invitation for. OEMs to place inflammatory and unsubstantiated statements on their products, thereby 
scaring hospitals away from reuse. Indeed, ‘iiom a liability’perspective, hospitals certainiy would 
be reiuctamto reprocess devices that are Iab&ed with a litany of “risks” allegedly associated with 
reuse. Furthermore, AMDR believes there is, littIe sense in empowering OElMs to define 
reprocessing-related risks, SimpIy because a device manufacturer believes there are certain risks 
associated with reprocessing. a device, does not mean a third-party reprocessor would encounter 
those risks. OEMs have no economic incentjve to prove that a device can be reprocessed, and, in 
fact, have every incentive to show that it cannot be reprocessed. I8 In its draft guidance document intkpreting FDAMA’s “least burdensome” 

(continued.. .> 



~~_~- _ “l-.-...YL-~.c~~~~~~~~~~~~-~.~-~ -rs3x~.-.r~~~~“~,i,~-~~~~~,~~~~~~~~-~ 

P 

Letter to Letter to Dockets Manageme& l$nch 
April 11, 2000 
P&e 12 

I 
While Abl?R appreciates the daunting challenge FDA faces in implementing, premarket 

I review r&quirements on reprocessed devices and recognizes the amount of time and resources the 
agency has already devoted to this complicated issue, ti discussed below; AMDR istroubled by 
many aspects of the agency’s draft guidance documents.. Most &miamentally,~AMDR believes that 
the complex scheme contained in FDA’s draft guidance document entitIed “Reprocessing and Reuse 
of Single-Use Devices: Review Prioritization Scheme” (hereafter, ‘TVS draft guidance document”) 
is wholly unnecessary. Inits RPS draft guidance documem, the agency sets out an elaborate Review I 
Prioritization Scheme (RPS) - two ~flowcharts containing a series of questions - which it uses to 
categorize reprocessed devices as “high$ “moderate;” cr “low” risk. Under FDA’s proposed 

1 approach, tidevice’s risk category would determine the length ofthe ~enforcemenidiscrefion”period 

I permitted for compliance with pre&arket review requirer#ents; 
; 

As shown below, we believe that FDA’s newly-constructed risk assessment tool couId lead I 
to con&sing and arbitrary results, thus makixig a reasonable and workable transition to a premarket 

! review regime exceedmgly dif&uh. Furthermore, we see no reason for FDA to invest the time and 
resources that would be needed to correct the serious deficiencies in the RPS and accurately apply 

) &to the devices labeled for single .use that are currently ibeing reprocessed. Indeed, rather than 
attempting to construct an eiahorate new “high-moderate-low” risk assessment tool, AMDR strongly 

1 urges the agency to rely on- theexisting device classif?cation system as ti mech&ism for determining 
I enforcement priorities. In other words, we recommend that. FDA simply assign appropriate 

enibrcement discretion periods based on the device’s cfassification, & Class 1, Class. fI, or Class III. 
Given that the existing device classification system is inherently based on an assessment of a 
device’s risk, we see ‘no reason to depart from it. Moreover, it would ensure an orderly and 
predictable transition to a premarket reviewlregime for reprocessing, because there would be no 
ambiguity as to whether a premarket review submission is required or when it is due. Both of these I 
questions would be answered by ascertaining the device3 classification.‘q 

/ 18 (. . continued) 
provisions, the agency itself recognizes this, principle. Specifically, FDA states that the agency 
is required to consider the a‘ least burdensome means’ that will ahow appropriate premarket 
development and review of a product without unnecessarv helavs and exuense to manufacturers * 
“Evidence Models for the Least Burdensome Means to Mtilcet,” CDRH Draft Guidance (Sept. i, 
1999) (emphasis added). 

19 Notably, ADDM, the trade association representing OEMs who oppose 
reprocessing, has expressed support for utilizing, the existing de&e classification system as a f 
mechanism for implementing premarket review requirements with respect to reProcessed devices. 

. (continued.. .) 
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AMDR recognizes, however, that FDA may, ultimately, choose to preserve its proposed 
approacfi, rather than adopting f+DR’s rebnmedation. Thus, in the discussion below, we 
ident@ what weview as the most serious problems and inaccuracies with FDA’sproposed scheme, 
and, where possible, we offer alternative approakhes.‘O 

A. Structural problems with FDA’s Review Prioritization Scheme make accurate 
r&k designation mf1cuIt. 

E 

In its RPS draft guidance document, FDA acknowledges that “many of the’questions asked 
in the fiowchar&may ‘require subjective responses,” and further notes “tie possibility of different I ! 
interpretations. n RPS draft guidance document at 4. In AMDR’s view, FDA itseif has identified 

/ 

the most serious problem with the RPS: It is built - not on a foundation of objective questions and 
easily defined terms - but,, rather, on subjective, ariibiguous questions that create confusion tither 
than ck.ritj~. l?or exampie, Question 3, Flowcha~l., asks: 

Does the SUD include features that could imoede thorough cleaning and adequate 
steriiization/disiction? Some design features, such as narrow lumens and 
interIo&ng parts, .can harbor debris that cannot be readilv accessed and removed 
during cleaning unless. the device can be disassembled or otherwise serviced and. 
all surfaces of the devices exposed for manual cleaning. If a device cannot be 
adequately cleaned, terminal‘ reprocessing to d$infect or sterilize the device will 
not be success+l and the SUD presents,a greaterrisk of disease transmission. If 
a device. does not incorporate any of these hard to clean features, theri the SUD 
presents a low risk of disease transmission. 

19 (. . .continued) 
See e&, Letter from Josephine Torrente, President, ADDM, to FDA Dockets Management 
Branch (December 2, 1999). 

, ,.” 

20 FDA’s draft guidance documents primarily address, the imposition of premarket 
review requirements on reprocessors, and, as such, AMDR’s comments mainly focus on 
premarket review issues. However, the draft guidance documents also briefly describe other FDA 
regulatory requirements; u, registration and listing, medical device rep&ting, labeling, etc. & 
Enforcement Priorities draft guidance documents at S-9. In &fDR”s view, additional chuification 
is needed with regard to certain of *&ese requirements, and, as such, we respectfully request the 
opportunity to meet with the agency to discuss these matters. 
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RPS ,&aft guidance document at 6. (emphasis added)., In AMIX’s view, the four highlighted 
phrases. above - ?ouId impede,” “narrow hnnens,” m readily accessed, n and “hard to, clean” - 
raise morequestions than they answer; and, as such, cannot be reiied upon as criteria for assigning 
risk. Indeed, a, device that FDA or an OEM views as “hard to clean, * may well be quite Ueasy 
to &an” for a third-party reprocessor who has invested time a&resources in reverse engineering 
‘the device.and developing a validated cleaning protocol. Shnilariy, any judgment as to whether 
,features “could impede” thorough’cfeaning, or whether debris can be “readily accessed,” or 
whether a lumen is ‘narrow,” is entirely subjective. Responses to these questions wiB differ 
dramaticalIy depending upon.who is answering them. 

In order to. ilbrstrate the extreme subjectivity of the RPS, AMDR applied the RPS to 14 of 
the 30 reprocessed devices that FDA categorized as “high risk.” For all of the 14 devices 
examined, AMDR reached the conclusion that these devices areeither, “iow” or “moderate” risk, 
m “high risk. V In other words, AMDR asked the same questions that-FDA asked, but reached 
different answers. For example, AMDR determined that electrophysiology recording catheters21 
are ‘low risk” according to the following anzdysir? 

1.1 Question= Is the SUD u non-critical device? AMDR Answer: No - Under the “Spaulding” definition of 
device criticality, the ekctrcde recording catheter or ekctrde recording probe engages the vascular system, 
meaning it enters the tiloodstream. 

2.1 @testiun: Dues postmmket G@xmahn suggest tkat asiaag tie .repmcessqi SUD mny present an increased 
r&k of infeciidn when compared io the use of M SUD that has nut been reprocessed? AMDR Answer: 
& - There is substarttid .postmarket information that suppms the safety of proper reprocessing of the 
electrode recording cathetemnd the: electrode recording probe. &, for example: 

l . Aton, EA, Murray, P, Era&, V, ‘Conaway, L, Cain, MEI USq&y of Reusing Ckrziiac 
Electrophyioiiqy Gzheten: A Prospectiye St&y, * Ametiti 3ournal of CardiOlogy, 1994,74: 
1173-1175 

0 Avitall, 3, Kahn, M, Drum, D, Jazayeri, M, Hare, J,, “Repeated Use of Ablation Cutheters: A 
Prospective Study, * JournaI of the American GolIege of CardioIogy, 1993,22: 1367-1372 

21 Electrophysiology recording catheters (electrode recording, catheters and electrode 
recording probes) are Class II ,devices. & 21 C.F.R. § 870.1220. FDA has assigned these 
devices product code DRF. 

E 

22 We are enclosing as Attachment M AMDR’s risk assessment of 14 reprocessed 
devices that FDA categorized as “high risk. R 
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3.1 3.1 

l l Dunnigan, A, Roberts, C, McNamara,~ M, Benson, DW. %uditt, DG, YSuccess of Re-Use of Dunni@& A. Roberts, C, MCNatnara,, M, Benson, DW. %nditt, DG, USuccess of Re-Use of 
Cardiac Elecrrcde Ciztheiers, D American Journal of Cardiology, 1987,60: X07-810 Cardiac Elecrrcde Ciztheiers, D American Journal of Cardiology, 1987,60: X07-810 

_ 

0 0 Ferrelz, M,,Wolf, CE, Ellenbogen,KA, Wood, MA,, Clemo,HF,Giga.tr,DM, “ErhyZene&i& Ferrelz, M,,Wolf, CE, Ellenbogen,KA, Wood, MA,, Clemo,HF,Giga.tr,DM, “ErhyZeh.e&i& I 
oh Elecvophysiology Calherers Following Res&l&ion: hnpiications for Ca&rer Reuse, m oh Elec&+yMqy Calherers Following Res&l&ion: hnpiications for &&er Reu.ye, m 
American JournaI of Cardiology, 1997.80:. 15584561 American JournaI of Cardiology, 1997.80:. 15584561 

l l O’Donoghu’e, S, Platia. EV, *Reuse of Pacing Guhelers: A Survey of Safety +nd EBcacy,” Pacing O’Donoghu’e, S, Platia. EV, *Reuse of Pacing Guhelers: A Survey of Safety +nd EBcacy,” Pacing 
and-Clinical Ehctrophysiology, 1988, 11: 12794280 and-Clinical Ehctrophysiology, 1988, 11: 12794280 

1 
Quesah: Does thk SUD inciude features thai co& impe& thorough cleaning and adewe Quesah: Does thk SUD inciude features thai co& impe& thorough cleaning and adewe 
sieri&ation&infecrion? AMDR Answer: No - An eIectrode recording catheter or efectmde recordikg sieri&ation&infecrion? AMDR Answer: No - An ekczrocle recording catheter or efectmde recordikg 
probe is a sealed, lumen device that is reprocessed regulariy by AMDR companies without any cleaning probe is a sealed, lumen device that is reprocessed regulariy by AMDR companies without any cleaning 
difficukies. difficukies. I 

AMDR coNcxTJsIoN: LOW RISK 

Flowchart 2 - &adequate Performance Risk 

l-1 Question.- Does postmarket inform&on suggesi thoi using the ieprocessed SUD may present an increased 
tik of in&y when compared to the use of an SUD that has not been reprocessed? AMDR Auswer: No 
- Postmarket information suggests that proper reprocessing of an electrode recording catheter or eiectrode 
recording probe poses no increased risk of injury (see articIes listed in Flowchart 1). 

2.1 Qzieslim C&d failure of the device car&e deofh, serious i&uy or pement imp&rnent? AMDR 
Answer: Ss : The f%hxe of an elecrmde recording catheter or electrode recording probe - new or 
reprocessed - could potentially cause death, serious injury or permanent impairment. 

li 

3.1 Quest&m Does the SUD cvnttrin any mateM, matings or componenfs that may bi danraged or tiered 
by a single use or by reprocess@g on&or resteril&ion in such a way that the perfonncurc 8 of the &v& 
may be odvers&ly a&r+?d? AMDR Answer: No - while the materials, coatings or components of electrode 
recording catheters or ,eiectrode recording probes’ are sometimes altered during their first use, AMDR 
members do not~reprocesqlatnaged electroderecortig catheters or eie&ode recording probes. Indeed, ‘an 
electrude recording catheter or electrode recording probe whose materials, coatings or components have been 
damaged or, altered by a singlk use in such a way that the performance of the device has been adverseIy 
affected would ll~t be a suitabIe can&date for repmcessiqand wouIdbe rejected by AIIDR companies. 

k 

With respect to the pqtenti effects of ,reProcessmg, AMDR companies have validated cleaning and 
steriliition protocols that enabb them to reprocess d&rode recording catheters or electrode recording 

il ,! 

probes with no damage to the materials, coatings or cobhponents, Tbi$ is achieved through AMDR 
companies’ researck, reverse engineering, and the cleaning a$ sterilization pmtocoll validation process that 
is compIeted before any eiectrode recordihg c&hete.r ,or elecuode recording. probe is reprocessed. Every 
electrode recording catheter or eiectmde recording pm& &p&e&ed by’ AMDR companies is tested for 
functionality and is examined under high magnkication for any signs of wear or damage. If a probiem is 
detected, the electrode recording catheter or, electrode reco&ng p&e is rejected and is not returned to the 
hospiral that had requested reprocessing. 
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Questinz Are there recognized consensusperforriuurce standa&, perfomce tesrs recommended by’the 
OEM ‘or a CDRH guiaknce document that may be used to dete~@~ if the pedormance of the SUD has 
been a&red due to reprocessing and use? AMDR Answers No. I 

2b.) Question: Can vis@ hspection determine ifpcrfonnance ha been affecred.3 AMDR Answer: Yeq - 
AMDR companies J&IBII~ inspect every electrode recording catheter or electrode recording probe. This . 
visual inspection encompasses both funct$mality testing a~$ emon under hi& mag&%ation for any 
sim of wear or damage. If r&processing has affected the performance of the electrode recording catheter 
or elect&k recording probe, it is rejected and not returned to the hospital that had requested reprocessing. 

&dDR CONCLUSIONz.LOW RISK 

As the above example and the ,other examples contained in Attachment M clearly 
demonstrate, the RPS is an inappropriate mechanism for assigning risk because the questions are 
subject to arange of interpr@ations. In addition to the subjectivity of the RPS questions, AMDR 
sees other structural problems with the scheme. For inst+mce, Flowchart 2, Question 2a asks: 

Are there nxognized consensus performance standards, performance tests 
recommended bv the OFMs or a CDRH guidance document that may be used to 
determine if the performancd of the SUD has been altered due to reprocessing and 
use? FDA has recognized numerous domestic and international standards that, may . 
be used for design. and performance aspects of the reprocessed SUD; The list. of 
FDA-recognized standards is available on FIjA’s WEBsite. CEM-recommended 
performance tests u, manufacmrerdeveioped ‘tests, standards that are not 
recognized) may also -be applicable. In addition, there are C&H guidance. 
documents on FDA’s WEBsite, which may inchxiespecifications, test protocols, 
and acceptance criteria; 

RPS guidance document at 9 (emphasis added). -This question conspicuously omits any reference 
to reDrocessor-recommended performance tests. It is reprocessors *ho have the most extensive 
knowledge base regarding,how to evaiuate whether a device’s performance has been altered due 
to reprocessing and use. Thus, it istroubling to AMDR that the above question permits reliance 
on OEM-recommended performance tests, but fails to acknowledge the importance of reprocessor- 
recommended and developed performance tests. 

Another significant probIem with the RPS is its reliance on the Tpaulding” definitions of 
“critical,” y semi-critical,” and “non-critical” devices. As Flowchart 1, Question 1 states, under 
the “Spautding” system: 
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d A non-critical device is : a de&e that is Lintended to make topical al 
contact and not penetrate intact skim 

l A seini-criti~al device is a device, that is intended to contact intact 
mucous membranes and not penetrate normally sterile,areas of the E: 

.’ 

body; and 

a A critical device is a device that is intended- to contact normahy 
sferile tissue or bddy spaces during use. P 

F@3 .drafl guidanck document at- 5. What the flowchart fails to convey, however, is that the I 
“Spauiding” scheme ~asinitially designed as a mechanism for determining the appropriate level of 

1 

disinfectant, and, therefore, the Spa&ding definitions ofcriticality are of little use when it comes to E 
evaluating the risk of a reprocessed device. Rather, a much more relevant exercise is to evaluate 
criticahty -from the standpoint of tictionaiity, i.e., &hat will be the consequences for the patient if /i 
the device fails? Obviously, reprocessed’devices whose faiiure is Iikely to cause significant patient : 

~ harm should, be categorized as higher’risk than those whose failure would have little or no effect on I 
the patient. 

Significantly, FDA .itself has historically viewed device criticality in terms of the ,[ 
consequences of device failure. Indeed, in its Good Manufacturing Practice regulations, which t: 
preceded the current QSR requirements, FDA defined “critical device” as 

. . . a device whose failure to perform when properly used in accordance with the [ 
instructions for use provided in the iabelirig can be reasonably expected to result in 
sign&ant injury to the user. 

Previous 21 C.F.R. $820.3 (removed October ?, 1-996). AMDR strongly urges FDA to utilize the 
above definition of device criticality, rather than reiying on the Spa&ding scheme. 

I 

B. FDA should disclose the detail underlying its risk assignments. 
--.a 

Given the structural probIems with the RPS, A&fDR, not surprisingly, takes issue with the 
.I. I 

risk category assigned to many of the devices in FDA’s “List of Frequently Reprocessed SUDS.” 
Indeed, as noted above, AMDR applied the RPS to 14 devices designated as “high risk,” and found 
that each of the devices should, more accurately, be categorized as “moderate” or ‘low risk” 
However, except for the three examples .provided in -the RPS draft guidance document, FDA 
provides no iaformation as to how it arrived at the risk assignments in its “List of Frequently 
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Reprocessed SUDS.” Thus, it is impossible for AhEIR to ‘identifj, where our analysis diverged from 
the,agency’s, and, as such, we are hampered in our ability to offer FDA useful, thorough comments 
on its application of the RPS. Accordingly, we respectfirily request that the agency make public th6 
detail underlying its risk &signments, thereby~en~bhng stakehoiders to constructively challenge, or 
concur with, FDA’s.risk assignments. 

C. ,3’I?A’s “Listof F reiuently Rehiocessed SUQP appears to be incomplete. 

It is AMDR’s understandiig that, in its “List of Frequently Reprocessed SUDs,t? FDA hopes 
to capture the entire universe of devic& labeled for single use that are currently being reprocessed. 
Based’ on AMDR’s review of the list, itappears that many of the devices that AMDR members 
reprocess are ‘not on the list. However, the list contains numerous ambiguities and inaccuracies, 
which make it $ifficult to verify whether all of the devices currentiy being reprocessed are properly 
represented. u Therefore, to ensure that FDA ,bas a complete list, we are enclosing a database of the 
devices that, to the best of AMDR’s lcnowiedge, are presently being reprocessed.24 In addition, 
AMDR respectfuUy,.requests the opportunity to met with FDAin order to reconcile our database 
with the agency’s list, so a~ to ensure that the agency has a complete understanding of the devices 
currently being reprocessedX 

23 For example, in a number of instances, devices are matched with incorrect 
regulation numbers and/or product codes., In addition, in some cases, FDA’s device groupings 
are overly broad, thus making it dif&uIt to discern which specific products the agency intends to 
ir&lude-. 24 &g Attachment N. We are also enclosing a list of devices that AMDR companies 
may begin reprocessing. m’the near funue. &j ~Athchment 0. - 

25 AMDR also respectfully requests that FDA clarify what, if any, role the “List of 
Frequently Reprocessed SUDS” will play once the final guidance document is issued. For 
example, FDA states that it “anticipates using the RPS inthe future in response to requests from 
the public on the category of a reprocessed SUD not listed,+ Appendix 2. Such requests should be 
directed, in writing, to the contact noted in the Preface. FDA will periodicaliy~pubhsh a revised list 
of categorized devices based upon these requests. . . , FDA wih consider any SUD not on the current 
list or subsequently revised lists to be one that poses a high risk if it is reprocessed.” RPS draft 
guidance document at 2. These statements appear to conflict with other elements of the draft 
guidance documents. Thus, we respectfully request that, i&its final guidance document, FDA 
formally address and clarify these ambiguities. 
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I). I). FDA’S proposed grace periods for slibmissiori of premarket review’ applications FDA’s proposed grace periods for slibmissiori of premarket review’ applications 
are unreasonably shoti and,shpuld.be Iengtheqed. are unreasonably shoti and,shpuld.be Iengtheqed. _ _ 

In its Enforcement Priorities draft, gui~ce document, FDA, proposes to require that In its Enforcement Priorities draft, gui~ce document, FDA. proposes to require that 
premarket review submissions, i;e., 5 I O(k)s and PMAs, be filed for “high risk” reprocessed devices’. premarket review submissions, i;e., 5 lO(k)s and PMAs, be filed for “high risk” reprocessed devices’. 
within six months of the issuance of a final guidance document. within six months of the issuance of a final guidance document. Premarket review submissions for Premarket review submissions for 
“moderate risk” reprocessed devices would have to be filed within 12 months; submissions for “low “moderate risk” reprocessed devices would have to be filed within 12 months; submissions for “low 
risk” reprocessed devices would be due witbin 18 months of issuance of a final guidance document. risk” reprocessed devices would be due witbin 18 months of issuance of a final &dance document. 
Enforcement Priorities draft guidance document at 15. InAMDR’s,view, these grace periods are Enforcement Priorities draft guidance document at 15. InAMDR’s,view, these grace periods are 
unre&nabiy short and should be lengthened. unre&nabiy short and should be lengthened. 

Si&ificantly, FDA’s proposed grace periods are dramaticahy shorter than the grace periods 
that historically have been permitted for similarly situated entities. For example& 1994, whenFDA 
determined that software products used by blood establishments to manage donor information were 
subject to regulation as medical devices, the agency initialiy provided an entire vear, for 
manufaacturers to .submit PMAs or 5 1 @k)s, and the agency subsequently &ended the deadline for 
another year. See 59 Fe& Reg. 44,99 1 (Aug. 3 1,1994); 60 Fed. Reg. 5 1,802 (Oct. 3,1995). 

Likewise, when Congress enacted the. Medical Device Amendments of 1976, manufacturers 
of pre-amendment devices were allowed, a minimum of 30 months from the time a device was 
classified as Class III to submit a PMA. 21 U.S.C. $35 1 (f)(2). In contrast, FDA proposes to require 
reprocessors to submit PMAs within 6 months. 

As’ Congress clearly recognized, Grms unaccustomed to complying with FDA’s premarket 
review requirements must be given adequate time to prepare proper submissions. Indee&. a company 
traditionally subject to premarket review requirements would be unable to assembie a satisfactory 
PMA within six months. To impose such a deadline on an industry that is facing premarket review 
requirements for the first tinie - and for numerous different devices -- is not only unprecedented, 
it is unnecessary and unfair. If there were compelling evidence that protection of the public,health 
warranted requiring such a draconian grace period, XvfDR would, of course, support FDA’s 
propos4. bowever, the facts clearly show that no such public health threat exists. Indee$ FDA 
itself acknowledges that it has ‘been unable to fix@ clear evidence of adverse patient outcomes 
associated with the reuse of a single use device from any source.“26 

26 Letier from Dr. David Feigal, Director, Center for Devices. and Radiological 
Health, FDA, to Larry R. Pilot, Esq., Counsel to MDMA (Cctober 6, 1999) (emphasis added) 
(Attachment K). 
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In fact, AMDR is concerned that the public hea& may well be harmed if FDA, maintains its In fact, AMDR is concerned that the public hea& may well be harmed if FDA, maintains its 
ConEo&d’ with impossibly shcrt deadlines for submitting prema,&et ConEont&d’ with impossibly shcrt deadlines fir submitting premarket 

i i 
proposed grace periods. proposed grace periods. 

. . review applications on numerous devices, repiocessors may be compeiled to stop reprocessing review applications on numerous devices, repiocessors may be compeiled to stop reprocessing 
certain devices. As a~ result, hospitals could face shortages of imporu&t devices and be forced to certain devices. As a~ result, hospitals could fz& shortages of imporu& devices and be forced to 
discontinue providing certain medical procedures. discontinue providing certain medical procedures. 

I I 
For patients in n6ed of such procedures, the. For patients in n6ed of such procedures, the. 

implications are potentially devastating. implications are potentially devastating. 

Therefore, as an alternative to FDA’s approach, AMDR respectfully requests that the agency Therefore, as an alternative to FDA’s approach, AMDR respectfully requests that the agency I I 
: .’ increase, each proposed grace’ period by at least six months, Accordingly, premarket review increase, each proposed grace’ period by at least six months, Accordingly, premarket review 

submissions, for “high risk” devices would have to be submitted within 12 months of the issuance. submissions, for “high risk” devices would have to be submitted within 12 months of the issuance. 
of a final guidance document. of a final guidance document. Submissions, for “moderate” and..“low risk’: devices woufd be due Submissions, for “moderate” and..“low risk’: devices woufd be due 
within 18 and 24 .months, respectively.” within 18 and 24 .months, respectively.” 

E. E. . “Enforcement discretjoxP periods sho@d not depend upon FDA responding to “Enforcement discretjonn periods sho@d not depend upon FDA responding to 
the reprocessor’s premarket review snbmission within a predetermined the reprocessor’s premarket review snbmission within a predetermined 

f f 

time&am& time&am& 

i In addition to our above objections to thelength ofIDA’s proposed grace periods, AMDR In addition to our above objections to thelength ofIDA’s proposed grace periods, AMDR 
strongly objects to the notion that, under FDA’s draft guidance documents, the duration of agency strongly objects to the notion that, under FDA’s draft guidance documents, the duration of agency 
Uenforcement discretion” would’depend upon FDAresponding to premarket review ,submissions for Uenforcement discretion” would’depend upon FDAresponding to premarket review ,submissions for 
reprocessed devices within a predetermined timeframe. reprocessed devices within a predetermined timeframe. For example, FDA states that it inter& to For example, FDA states that it inter& to 
continue to exercise its discretion to not etiome premarket requirements for third party reprocessors continue to exercise its discretion to not etiome premarket requirements for third party reprocessors 
and hospital reprocessors of devices that are considered high &&for one (1) year from the date of and hospital reprocessors of devices that are considered high &&for one (1) year from the date of 
issuance of a &al SUD enforcement guidance provided: issuance of a &al SUD enforcement guidance provided: 

1. 1. FDA mceives a 5 1 O(k) submission or a PMA application within six (6). months FDA mceives a 5 1 O(k) submission or a PMA application within six (6). months 

/ 
of the issuance of the fmal SUD enforcement guidance; of the issuance of the fmal SUD enforcement guidance; 

2. 2. ‘I& 5 10(k) submissionor PMA application is complete and is of sufficient quality ‘I& 5 10(k) submissionor PMA application is complete and is of sufficient quality 
/ / 

I to be acceptable for substantive review. . . ; and to be acceptable for substantive review. . . ; and I I 

27 If, as AMDR strongly urges, FDA abandons the RPS, and instead simply ,assigns 
submission grace periods to each device class, AMQR recommends the following grace periods: 
12 months for Class III devices,, 18. months for Class .II devices, and 24 months. for Class I 
devices. 

27 If, as AMDR strongly urges, FDA abandons the RPS, and instead simply ,assigns 
submission grace periods to each device class, AMDR recommends the following grace periods: 
12 months for Class III devices,, 18. months for Class II devices, and 24 months. for Class I 
devices. 



3. The apuiicant receives an FDA order fmding the device substantially eouivafent 
and cleared for marketing. or an order‘auuroving a oremarket aunroval annlication 
within six (61 months of the fihne date. 

i- 

Enfoicement Priorities draft guidance document at 15. (emphasis added). According to this criteria, 
a reprocessor that submits an administratively complete premarket review application within the 
specified grace period would, nonetheless, be forced to stop repr&essing the.device in question if 
FDA t&es longer than six months to respond to the application. ‘. - 

AEiiDR strongly objects to such an approach. Because of agency resource constraints, delay 
in heviewing and responding to premarket review applications is common, &d, given that FDA 

! 
reviewers have littie exp&ience with submissioris for reprocessed devices, there is likely to be more 

! 
delay than normal. IMoreover, in proposing to, penalize an industry because of FDA’s failum to 
approve or deny a subtnission within a predetermined timeframe, the agency has, once again, 
dramatically departed from prior practice. Indeed, as described in the example above, manufacturers 
of pre-amendment devices are permitted’at least 3O’montfis from the time a device is classif?id as 
CIass III to m&nit a PMA. As long as the manufacturer submits a timely.PMA, its device may 
remain on the.market until the PMA is approved or denied 
takes several years. 

- even if the approvalldenial process 
In other words, manufacturers of pre-amendment Class III devices arenot forced 

to stop marketing their products simply because FDA. fails to respond within a predetermined 
thnefiame. 

Thus, AMDR strongly ,urges the agency to eliminate any. link betweenthe duration of agency 
enforcement discretion and the ,agency appioving or denying premarket review submissions within 
a pre-set time ‘period. Rather, reprocessors whc fifile timely and administrativeIy complete 
submissions should be permitted to continue iepruces$ng until their applications are approved or 
denied - regardless of how long this process takes; 

F. &&m&ion of an “administratively incomplete” application should not ’ 
termpate FDA’s exercise of enforcement discretion. 

AMDR also is concerned that, under FDA’s proposed scheme, it appears that submission of 
an “administrativeiy incomplete” prem&ket review submission could automatically terminate FDA’s 
enforcement discretion with respect to premarket retie* ~requirements. The agency states, in 
pertinent part: 
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FDA will initially review your 510(k) submission or PM application ttim&e a 
threshold determination as to ‘whether it contains sufficient information to begin 
substantive review. If the submission does-not on its face, contain all the information 
required under 21 C.F.R. 807.87 (for 5 lD(k)s) or 21, C.F.R. 8 14.20 (for PM&), FDA 
will not review that applicaticn or submission any further and the file will be placed 
.on &old. . . . You may submit the additional information to complete the file, but 
FDA does not intend to exercise enforcement discretion described in this document 
for reprocessed SUDS that are not ,the subject of complete, applications or 1 
submissions. In other~words, FDA may take immediate enforcement .action for 
failure to comply with pre&arket requirements upon determining that a .510(k) 
submission or PMA application is administratively ,incomplete: 

BI 
-I 

Enforcement Priorities draft guidance document at 12. 

According to the above provision, if FDA were to fIrid a reprocessor’s premarket review 
submission “admin&atively incomplete,” this would trigger an end to agency enforcement 
discretion, and the reprocessor would be vulnemble to enforcement action for failure to comply with 
premarket review requirements - even if FDA’s fmding of “administra&e incompleteness” came ‘,’ 
before the repro&&or’s grace period for submission had ended. ?hus, if, hypothetically, a final & 

guidance document were issued on July 1,2000, under FDA’s proposed scheme, reprocessors would 
have one year -- until July 1,200l - to submit,premarketreview applications for “moderate risk’ 
devices. The above language suggests that a reprocessor who submitted a premarket review 
application on August 1, 2000, and Iearned on September 1, 2000 that the application was 
%dministratively incomplete,“’ would, as of September, 1,2000, be subject to FDA enforcement 
action for failure. to compiy with premarket review re@irements -- even,though that reprocessor 
could have waited until July, 1,200l to initially submit its application. 

In tionnalconvemations with FDA, AllR was told thst the agency did not intend for the 
above provision to deprive reprocessors of the benefit of a Ml grace period for sub&i&ion of their 
premarket review applications. When presented with the above hypothetical, the agency informed 
AMDR that a reprocessor who learned on September I’, 2000 that its application. was 1 
“administratively incomplete” would continue to enjoy agency enforcement discretion with respect 
to premarket review requirements until the specified grace period had ended, &, July 1,200l. 
AMDR respectfully requests that, in the, final guidance document, FDA formally address and clarify 
this issue. 
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AMDR,alsc respectfully requests that, in its Sinai guidance~document, FDA specify that; as 
long as a reprocessor files s timely premarket review submission 

I 
- even if the submission is riled ! 

at or near the very end of the designated grace period - the reprocessor.will be permitted an 
additional 60 days to make appropriate modifications, if FDA finds .&at the application is 
“administr@vely incomplete.” FDA would’ exercise enforcement. discretion with respect to 
premarket review requirements during this 60-day ,period, and, as long as the re-submitted 1 
application Were found.to be “administratively complete,” enfokement discretiori would continue. 8, 
However, if FDA determined that the re-submitted application w& “administratively incomplete,” 
enforcemetit discretion would cease, and the reprocessor would be subject to enforcement action for 
failure to comply with pretiarket review requirements. 

Given that the reprocessing industry has never before been required to comply with ! 
premarket review requiremerits, and, furt$er* that FDA has little experience in reviewing premarket 
review subinissions for reprocessed devices, there will be a steep “leaming curve” as reprocessors 
become ftiliar with what is required for an “administratively complete”’ submission, and as FDA j 1 
reviewers learn what a submission for a reprocessed device should look like. Thus, in AMDR’s 
judgment, a fair and logical approach would be to permit reprocess&s at least one opportunity to j ‘1 
make necessary corrections to an %dministratively incomplete” premarket review submission. 

I 
G. ht order to address HCFA-reiated Medicare reimbursement concerus, FDA / 

shoni,cj clarify its historical and. ongoing rationale for using, “enforcement 
discretionn with respect to premirket revjew requirements. 

As FDA acknotileclges in its Enforcement Priorities draft guidance document, the agency 
[ / 

has, to date, utilized its enforcement discretion not’to enforce premarket review requirements with 
1 

respect to reprocessors of devices labeled ,for single use. Enforcement Priorities d&B guidance 
document at 14. Likewise, FDA’s proposal to b.egiri imposing’premarket review requirements on 
reprocessed devices depends heavily &the exercise, of agency enforcement. discretion. Indeed, 
rather than requiring immediate compliance with p&market review requirements, FDA proposes to Hi 
“phase-in” compliance, allowing different grace periods depending .on the ,perceived risk of the 
reprocessed device. .Duting the grace periods, the agency plansto use its enforcement discretion not 
to enforce premarket review requirements. I ‘. 

If premarket review requirements are going to be imposed at all on reprocessors, j 
implementation must be done on a gradual basis. However, AMDR is concern&d about the Health L 

I Care Financing Administration-related Medicare reimbursement implications of FDA utilizing its 
er&orcement&scretion to implement a “phased-in’ approach. Indeed,. in the last several months, 

I questionshave arisen as to’whether the Health Care Financing Adminisuation (HCFA) will al10w 
I 



I 

1 
I 

I 

/ 

reimbursement far medical procedi&s inydvhg rep&xessed)devices. This-.uncertainty stems 
Tom FDA’s current policy of,,using its enforctient t@cretion with res$ct to premdrket review 
requirements,. as weti as certain FDA tstatetients rega&g &e “lawfulness” of reprocessing 
conducted &sent premarket review.28 

Given that the HCFA-related tic&@ surrouujing FDA’S tie of enforcement discretion 
could have po.tentially devastating consequences for the reprqcessing industry and for the th&sands 
of hospitals that utilize reprocessed-detices, AMDR strongly urg& FDA to darify its historical and 
ongoing rationale for, x&g enforcement d&x&ion with respect to bremarket review requirements. 
As an &ample, we’believe that inciuding the following language + FDA’s final guidance document 
could h&p to queIi ‘some.ofthe uncert&nty this issUe has generated: .’ 

j 

I 
I 

To,a%zte, FDA has used its enforcement dibcretion not to enforce premarket review 
requirements against third-pmjveprocessors - and will continue to use the same 
enforcement discretion. to “phase in” th& enforcement of premarkei review 
requirements against, third-pqr@ reprocessors - because FDA has not found 
sufi&ient evidence to zuggest that reprocessing, absent FDA premarket review, 
presents a threat to public health: 

EL FDA’s proposed deiinitions should be revised. 

In Appendix A of the Enforcement Priorities draft guidance document, FDA proposes 
definitions for “hqspital,” “single-use detice,” “opened-but+m&d,” “reuse,” “‘reprocessing,” and 
“resteriiizatiori.” AMDR recommends the foIlow@g revisions to FDA’s proposed definitions: 

1. Sir&e use device 

FDA proposes the foiIowing definition fdr “single-use device”: 

Single-use device: a ‘single-use, device that is intended to be used on one patient 
during a single procedure. It is not intended to be reprocess&d (cleaned and 

28 See. e.gL, Letter from Larry Spears, Director, Division of Enforcement III, Office 
of Compliance, center for Devices and FQ&ologicai Health, to Stephen D. Tennan, Esq., Olsson, 
Frank and Weeda, P.C. (JuIy 9, 1999); Letter from Grant P. Bagley, M.D., Director, Coverage 
and Analysis ‘Group, HCFA, to Josephine Torrente, Esq., Hyman, Phelps & McNamara, P-C. 
(Attachgent P). 
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-disinfected/sterilized) and used on another patient The labeling identifies the device 
as disposable and does not include instructions for reprocessing.. Some single-use 

, disposable devices are marketed as non-sterile and include appropriate pre-use ” &i 
sterihzatioti or processing instructions to make the device patient-ready; 

I 

! 

AMDRis troubled by +e above definition because it Iinks the notion of single us‘e to what the 
manufacturer ‘3ntends.” However, it is not at ai! clear what “intent” meaus in this context. Rather, 
in AMDR’s view, a device should come within the definition of single use only if it is labeled to be 
used on one patient during a single procedure. ,As such, AMDR recommends that the above 
definition be modified as follows: 

Sinde use device: 
procedure. 

A device thtit is labeled to be used on one patient during a single 
J73e lhbeling identipes the device as disposable and does not include I 

instructions for reprocessing. Some sing&se devices are marketed as non-steke I 

and include appropriate.pre-use sterilization or>roc’essivg instruction to make the / I 
de’vice patient-ready. E 

2. hened-bat-unused 

FDA proposed the following detition for “opened-b&.uursed”: 

Ouened-but-unused:, an opened-but-unused device -is a single-use device whose 
sterility has been breached or &hose sterile package was openedbut the device has 
not been used on a patient. 

As explained above, AMDR believes that any definition incorporating the notion of”%ngle use” 
must be confined to expIicit~si,ngie use labeling, Thus, Ah/diR proposes to’ define “opened-but- 
um.lset2” as follows: 

, 

Ovened-but-unused: An open-but-unused&ice is a device thut is labeled to be used 
on one patient during a single. procedure, whose sterilig, has been breached or 
whosi sterile package has been opened bM which has not been used on a patient. 



In AMDR”s vie*, the above definition is ~nnekssaril~ repetitive and complex., fnstead, .AMDR In AMDR”s vie*, the above definition is ~nnekssaril~ repetitive and complex., fnstead, .AMDR 
recommends that “‘reuse” be defined a~ foIlotis: recommends that “‘reuse” be defined a~ foIlotis: E E 

i Reuse: The use ofa device more than once. Reuse: The use ofa device more than once. 

4. 4. ReDmessing. ReDmessing. 

FDA proposes to de&@ “reprocessing” as foliows: FDA proposes to de&@ “reprocessing” as foliows: 

ReDrocessing: includes all operations performed to rend& a contaminated reusabfe ReDrocessing: includes all operations performed to rend& a contaminated reusabfe 
or k&e-use device patient ready or to aHow an unused product that has been opened or k&e-use device patient ready or to aHow an unused product that has been opened . . 
to be made patient ready. to be made patient ready. The steps may include cleaning and The steps may include cleaning and 
dishfection/sterili(zation. dishfection/sterili(zation. The manufacturer of reusable. devices and single-use The manufacturer of reusable. devices and single-use 
devices that are marketed as- non-sterile should provide validated reproctissing devices that are marketed as- non-sterile should provide validated reproctissing 
instructions in the, iabeiiig. instructions in the, iabeiiig. 

AMDR believes that the above definition is incomplete becausk it does not inciude the functional AMDR believes that the above definition is incomplete becausk it does not inciude the functional 
testing or packaging stepi of ‘reprocessing. testing or packaging stepi of ‘reprocessing. in addition, this definition fails to reflect that, in addition, this definition fails to reflect that, 
reprocessing may be performed oh open but uxiused devices.. Therefore, AMDR recommends that reprocessing may be performed oh open but uxiused devices.. Therefore, AMDR recommends that 
FDA adopt thq following de&&ion of “reprocessing”: FDA adopt thq following de&&ion of “reprocessing”: 

Remocessing: All operations performed,to render a used or opened hut unused Remocessing: All operations performed,to render a used or opened hut unused 
device patient-read). device patient-read). Reprocessing steps may include cleaning, jkctional testing, Reprocessing steps may include cleaning, jkctional testing, 
packqin~ and steirilization. packqin~ and steirilization. The manufacturers of reusable devices and single use The manufacturers of reusable devices and single use 
devices that are marketed as non-sterile should provide vali&ted reprocessing devices that are marketed as non-sterile should provide vali&ted reprocessing 
instructions in the labeling. instructions in the labeling. 
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3. 3. Reuse’ Reuse’ 

FDA proposes the foiiotig defIni$on for “‘reti? FDA proposes the foiiotig defIni$on for “‘reti? 

Rowe: the repeated Use or multiple use ofany medisai device inckiing reusable and, Rowe: the repeated Use or multiple use ofany medisai device inckiing reusable and, 
single-use medical .d+es, on the ,same patient Or ‘on. diffkrent patients, with single-use medical .d+es, on the ,same patient Or ‘on. diffkrent patients, with 
applicablkeprocessing (cleaning and disinfe~tionkterilizatizatidn) between uses. applicablkeprocessing (cleaning and disinfe~tionkterilizatizatidn) between uses. 
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5. Resteriiizatidn 

FDA ,proposes the foilowing detition, of “restexilization”: 

Rester&ration: the repeated application ofa terminal process designed to remove or 
destroy ajl viable fotms of microbial life, including bacterial spores, to an Gzeptabie 
sterility assurance level. 

AMDR believes that the following definitibn of rester&&ion is more scientifically accurate and 
should be adopted by,FDA: 

Resterilization: The repeated application of a terminal process. designed to reduce 
the bioburden to an accebtable steriii@ assurance level 

m. Conclusion 

D 

In conclusion, AMDR wishes to reiterate its support for a strong, rational FDA regulatory 
regime governing reprocessing. AMDR believes that patient safety is, best served ttrroughvigorous 
FDA oversight of ‘medical device reprocessing. While AMDR feels that premarket review for 
reprocessed devices is unnecessary, we hope that a reason&e premarket review scheme c+n be 
achieved, and we Iook forward to working with the agency and other stakeholders to &compIish this. 

From AMDRs perspective, the +iz3tion of consensusstaudards must play a.criticaI role 
in moving towards a workable premarket review,scheme, for reproce&ng.~ In this regard, we applaud 
the agency’s participation in the Association for the Advarxer$ent. of Medical Instrumentation’s 
(AAMI) development of ti Technical Information Reportforthe cleaning of medical devices. Going I 
forward, AMDR is eager to work with FDA, &WI, manufacturers, hospitals, physicians, and 
other werested parties to develop additional consensus standards. j i 

Fmaliy, AMDR feeIs it is important to emphasize that, by’ fz the strongest opposition to. 
reprocessing comes from companies that have an overwhehning economic incentive to advocate for 
a regulatory regime so burdensome that it will effectively eliminate reprocessing as ,an option for 
hospitals. As discussed above, these manufacturers argue that reprocessing is unsafe. Yet, as 

i 
I 

demonstrated in Section I, the facts clearly show that proper reprocessing is-absolutely safe. These 
man&?acturers also argue that FDA is obligated to impose piemarket review requirements on 
reprocessors because it considers reprocessors to be “manufacturers.” However, it is clear that 
the agency has no such obligation. ‘To the contrw, ,quite rec&tIy, FDA decide not to apply 
premarket review requirements to,the device servicing and refurbishing industry - despite the fact 

I 
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that the agency considers servicers s.r&refurb~ishers to be manufacttirers:29 It is un&ar to 
AMDR why he agency has chosen’ to ‘,&eat rejrocossors of devices labeled for single use 
difErent.ly than device servicers and refurbishers. .’ 

I 

\ 
! 

I 

Consp~euOus~y i&sing frdm@e mautiaeturers’ rhetoric, however, is ‘any’aeknowledginent 
of the economi&genda ,driving their campaign against reprocessing. Indeed, from the OEMs’ 
perspective, every time a hosjiti safely uses a reprocessed device, rather than purchasing a new one 
this is a Iost SaIe. ?‘hus* as FDA f&&es its drafTguidance documents, AMDR urges the agency to 
avoid be@ Mayed by ‘the tiemendous’financiai and poljucai pressure exerted. by the OFMs who 
oppose reprocessing. Rather,, we lrespectfuny request -that FDA. take into account the strong safety 
record of reproc&sing,’ and the ‘direct, negative impact Ion patients of unnecess&iIy r&tricting 
reprocessing. 

**jr 

i 

AMDR appreciates the opportunity to provide comments on FDA’s draft guidance 
documents. Should the agency have any questions regarding the information presented in this 
document, please do not hesitate to contact us. 

I 

! 

, 

Respectfully submitted, 

I PJF:Ia 
Enclosures 

29 Apparetiy, FDA studied the risks presented by servicing and remrbishing, and 
concluded that “self-reguiation” of this set of device manufacturers was adequate to protect public 
health. Indeed, rather than impbsing a complex premarket review scheme on the device servicing 
and refurbishing indnstry, ‘FDA is permitting the industry to police itself’tbrough a system of 
voluntarv controls. See Hatem, Mary Beth, ‘From Regulation to Rtigistration,” Biomedical 
Instrumentation &d Technolow, Vol., 33 (Sept./&t. 1999). 


